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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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Status 

1 )KI Responsive to communication(s) filed on 28 January 2008 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1 and 3-54 is/are pending in the application. 

4a) Of the above claim(s) 8, 10-21 and 25-28 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 1.3-7.9.22-24 and 29-54 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Applicant's arguments, filed 1/28/2008, have been fully considered but they are 
not deemed to be fully persuasive. Rejections and/or objections not reiterated from 
previous office actions are hereby withdrawn. The following rejections and/or objects 
are either reiterated or newly applied. They constitute the complete set presently being 
applied to the instant application. 

Claims 1, 3-7, 9, 22-24, and 29-54 are currently under consideration. 

Response to Arguments 
Claim Rejections - 35 USC § 102 

Claims 1, 5, 29-34, 37, and 42-54 were rejected under 35 U.S.C. 102(e) as being 
anticipated by US 6893660 (hereafter '660) for the reasons set forth in the previous 
office action. 

Applicant argues that the claimed composition is completely different than the 
composition disclosed by '660. '660 discloses a formulation wherein the low and high 
molecular weight polyethylene oxides are first sealed with hydroxypropyl 
methylcellulose and then the sealed low high molecular weight ethylene oxides are 
combined with a composition containing the pharmaceutically active component to form 
stable composition. This is in contrast to the claimed invention, wherein the 
pharmaceutically active component is not separated from the controlled release 
modifying complex. Rather, the claimed composition is obtained by mixing the 
pharmaceutically active agent with the controlled release modifying complex, a primary 
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release modifying agent such as low molecular weight polyethylene oxide, a secondary 
release modifying agent, such as high molecular polyethylene oxide, and an auxilary 
release modifying agent such as starch, and an optional coating such as hydroxypropyl 
methylcellulose. 

Applicant's arguments have been fully considered but are not found persuasive. 
In response to applicant's argument that the references fail to show certain features of 
applicant's invention, it is noted that the features upon which applicant relies are not 
recited in the rejected claims. Although the claims are interpreted in light of the 
specification, limitations from the specification are not read into the claims. See In re 
Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). The Examiner agrees 
that '660 discloses a formulation wherein the low and high molecular weight 
polyethylene oxides (the primary and secondary release modifying agents) are first 
mixed with hydroxypropyl methylcellulose (the auxiliary release modifying agent) before 
being added to the active ingredient. This notwithstanding, the instant claims do not 
disclose a specific structure or order of addition, and are therefore patentably indistinct 
from the prior art. 

The rejection of Claims 1 , 5, 29-34, 37, and 42-54 under 35 U.S.C. 1 02(e) as 
being anticipated by '660 is maintained. 

Claim Rejections - 35 USC § 103 

Claims 1, 3-7, 9, 22-24, and 29-54 were rejected under 35 U.S.C. 103(a) as 
being unpatentable over US 6893660 (hereafter '660) in view of US 55851 14 (hereafter 
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'114) in further view of US 6642276 (hereafter '276) for the reasons set forth in the 
previous office action. 

Applicant argues that the combination of '660, '114, and '276 would not provide 
the claimed composition. Applicant argues that the combination of the disclosures 
would still result in a composition in which the release modifying excipients are sealed 
away from the pharmaceutically active ingredient, and not mixed with the 
pharmaceutically active ingredient, as instantly claimed. Applicant further argues that 
the Examiner does not provide any support for the combination of references. '114 
does not teach that retrograded starch can be used to seal polyethylene oxide or 
otherwise serve as a substitute for the functionality of hydroxypropyl methycellulose. 
Furthermore, '276 is cited for its disclosure that macrolides such as clarithromycin are 
alkaline and acid sensitive. Thus, even by combining the above references, one would 
not arrive at the claimed invention. 

Applicant's arguments have been fully considered but are not found persuasive. 
In response to Applicant's argument that there is no suggestion to combine the 
references, the examiner recognizes that obviousness can only be established by 
combining or modifying the teachings of the prior art to produce the claimed invention 
where there is some teaching, suggestion, or motivation to do so found either in the 
references themselves or in the knowledge generally available to one of ordinary skill in 
the art. See In re Fine, 837 F.2d 1071 , 5 USPQ2d 1596 (Fed. Cir. 1988) and In re 
Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In this case, the previous 
office action clearly stated the reason to combine the references, and that is to produce 
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an improved clarithromycin pharmaceutical composition (see office action, page 6). As 
stated in the record, it would be obvious to substitute the acid resistant release 
modifyinig agent disclosed by '660 (hydroxypropyl methylcellulose) with the acid 
resistant release modifying agent disclosed by '1 14 (retrograded amylose). These 
compounds are functional equivalents and substituting one functional equivalent for 
another is enough to establish a prima facia case of obviousness. See MPEP § 
2144.06, II. 

As stated above, the instant claims do not disclose a specific structure or order of 
addition of the ingredients of the composition. If Applicant believes the structure of their 
invention makes it patentably distinct from the prior art, the claims need to reflect this 
feature. 

The rejection of Claims 1 , 3-7, 9, 22-24, and 29-54 under 35 U.S.C. 103(a) as 
being unpatentable over '660 in view of '1 14 in further view of '276 is maintained. 

Conclusion 

No claim is allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to PAUL DICKINSON whose telephone number is 
(571)270-3499. The examiner can normally be reached on Mon-Thurs 9:00am-6:30pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on 571-272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ Paul Dickinson 

Supervisory Patent Examiner, Art Unit 1618 Examiner 

AU1618 

April 16, 2008 



